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Indications for Use See PRA Statement below.

510(k) Number (if known)

Device Name
Threshold Pedicular Fixation System
Palisade Pedicular Fixation System

Indications for Use (Describe)

The Threshold Pedicular Fixation System and Palisade Pedicular Fixation System are intended for posterior, non-cervical
fixation as an adjunct to fusion in skeletally mature patients for the following indications: degenerative disc disease
(defined as back pain of discogenic origin with degeneration of the disc confirmed by history and radiographic studies),
spondylolisthesis; trauma, (i.e., fracture or dislocation); spinal stenosis; curvatures (i.e., scoliosis, kyphosis and/or
lordosis); tumor; pseudoarthrosis; and/or failed previous fusion.

Type of Use (Select one or both, as applicable)

=4 Prescription Use (Part 21 CFR 801 Subpart D) [_| over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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Date Prepared:

Submitter:

Contact Person:

April 05,2016

Spineology Inc.

7800 3rd Street North

Suite 600

Saint Paul, MN 55128

Establishment Registration Number: 2135156

Jacqueline A. Hauge
Regulatory Affairs Manger
Phone: 651.256.8534
Fax: 651.256.8505

Email: jhauge@spineology.com

Device Name and Classification

Trade Name:

Common Name:
Classification Name:
Product Codes:
Regulatory Class:
Regulation Number:
Panel:

Predicate Devices

Primary: K152148
Additional: K143403

K153323
Purpose

Threshold Pedicular Fixation System

Palisade Pedicular Fixation System

Pedicle Screw System

Pedicle Screw Spinal System

NKB,MNI, MNH

MNI, MNH: Class II | NKB: Class III

MNI, MNH: 888.3070(b)(1) | NKB: 888.3070(b)(2)
Orthopedic

Fortress Pedicle Screw System
Threshold Pedicular Fixation System
Palisade Pedicular Fixation System

Obtain 510(k) clearance for the addition of hydroxyapatite (HA) coating to
Spineology’s Threshold and Palisade pedicle screws.

Device Description - Threshold Pedicular Fixation System
The Spineology Threshold Pedicular Fixation System consists of titanium alloy
screws and rods to allow the surgeon to build an implant system to fit the patient's

anatomical and physiological requirements.

The system is intended to provide

immobilization and stabilization of spinal segments in skeletally mature patients as
an adjunct to fusion in the treatment of acute and chronic instabilities or deformities
of the thoracic, lumbar, and sacral spine.
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Device Description - Palisade Pedicular Fixation System

The Palisade Pedicular Fixation System consists of titanium screws and cobalt
chrome rods which allow a surgeon to build a spinal implant construct to
accommodate the anatomical and physiological needs of the patient. The system is
intended to provide immobilization and stabilization of spinal segments in skeletally
mature patients as an adjunct to fusion in the treatment of acute and chronic
instabilities or deformities of the thoracic, lumbar, and sacral spine.

Intended Use / Indications for Use

The Threshold Pedicular Fixation System and Palisade Pedicular Fixation System
are intended for posterior, non-cervical fixation as an adjunct to fusion in skeletally
mature patients for the following indications: degenerative disc disease (defined as
back pain of discogenic origin with degeneration of the disc confirmed by history
and radiographic studies), spondylolisthesis; trauma, (i.e., fracture or dislocation);
spinal stenosis; curvatures (i.e., scoliosis, kyphosis and/or lordosis); tumor;
pseudoarthrosis; and/or failed previous fusion.

Technological Characteristics
When compared to the predicate devices, HA-coated Threshold and Palisade pedicle
screws have the same:

e Intended Use e Base Materials

e Indications for Use e Base Design

e Fundamental Scientific Technology e Size Offering

e Principle of Operation e Hydroxyapatite Coating

* Biological Safety

Non-Clinical Testing

Testing was not required to support this change. Spineology’s risk analysis is
sufficient to demonstrate the substantial equivalence of the HA-coated Threshold
and Palisade pedicle screws to the predicate devices.

Conclusion

Spineology has demonstrated that the HA-coated Threshold and Palisade pedicle
screws are substantially equivalent to the predicate devices. The fundamental
scientific principle, primary technological characteristics, and intended use are
unchanged from the predicate device.
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